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University of California, Irvine 
Human Research Protections 
Education & Guidance Document 
Date of Last Revision:  05/28/19, 06/10/19 
Post-Approval Investigator Responsibilities (PAIR) Worksheet 
OHRP (for all Human Subjects Research) Drugs / Biologics       [ N/A ] Medical Device       [ N/A ] 
Y N N/A  Obtain Informed Consent 
Y N N/A  HIPAA Authorization 
Y N N/A  Approval of Modifications  
Y N N/A  Submit Continuing Review  
Y N N/A  Submit Unanticipated Problems 
Reports  
Y N N/A  Submit Serious or Continuing 
Noncompliance Reports 
Y N N/A  Report of Data Breach  
Y N N/A  Report of a Public Request Act (PRA) 
Y N N/A  ClinicalTrials.gov Registration, 
Update, Results Submission (SBE 
federally supported clinical trial) 
Y N N/A  Posting approved Informed Consent 
(SBE federally supported clinical trial) 
 
Research documentation [(i) during active phase of 
study, and (ii) retention obligations at completion of study]:  
study SOP and documents that keep you organized (see 
pg 2 below - Project Management), regulatory, sponsor, 
consent, HIPAA, participant documents/data, specimen, 
audio/video/digital files, followed data security plan, other 
research materials, etc, per:  
Y N N/A   Consent, Protocol Narrative, HIPAA  
Y N N/A   Sponsor’s requirements 
Y N N/A   Other agreements (subaward, MOU, 
DUA, DTUA, Reliances, etc) 
Y N N/A   * OIT Research Policies (pg 2, below) * 
Y N N/A   Other:_______________________ 
 
Other requirements:  
Y N N/A  Sponsor, Collaborator(s) 
Y N N/A  Other agreements (subaward, MOU, 
DUA, DTUA, etc) 
Y N N/A  * International: research standards, 
privacy standards (pg 2, below) * 
Y N N/A  Other:___________________________ 
Y N N/A  Clinical Investigation of a Drug: 
   Exempt from IND   /    IND Required   
  Y N N/A  OHRP Requirements 
  Y N N/A  FDA: Responsibilities for a Clinical Investigation 
  Y N N/A  FDA: Risk Based Monitoring 
  Y N N/A  ICH GCP E6 R2 (Chapters 4 & 8) 
  Y N N/A  FDA:  Bioresearch Monitoring for Clinical 
Investigators and Sponsor-Investigators (Section 
Part III – Inspectional) 
  Y N N/A  ClinicalTrials.gov Registration, Update, Results 
Submission 
  Y N N/A  Posting approved Informed Consent 
  
 
 
 
 
Specific Responsibilities for Studies with an IND  [ N/A ] 
Y N N/A  FDA IND Approval 
Y N N/A  Selecting Monitor(s) 
Y N N/A  Financial Disclosure 
Y N N/A  Monitor the progress of clinical investigation 
Y N N/A  Recordkeeping and retention:  study records, regulatory 
records, specimen, other research materials 
Y N N/A  Control of the investigational drug 
Y N N/A  Management of unused supply of investigational drug 
Y N N/A  Reports:  progress, safety, final 
 
 
 
Other requirements:  
Y N N/A  Sponsor, Collaborator(s) 
Y N N/A  Other agreements (subaward, MOU, DUA, DTUA, etc) 
Y N N/A  International: research standards, privacy standards 
Y N N/A  Other:__________________________________________ 
Y N N/A Clinical Investigation of a Medical Device: 
 Exempt from IDE    Abbreviated IDE    IDE Required 
   NSR                         SR  
 Y N N/A  OHRP Requirements 
 Y N N/A  FDA: Responsibilities for a Clinical Investigation 
   Y N N/A  FDA: Risk Based Monitoring 
   Y N N/A  ICH GCP E6 R2 (Chapters 4 & 8) 
   Y N N/A  FDA:  Bioresearch Monitoring for Clinical 
Investigators and Sponsor-Investigators (Section 
Part III – Inspectional) 
   Y N N/A  FDA:  Responsibilities of SR and NSR Device 
Studies 
Y N N/A  ClinicalTrials.gov Registration, Update, Results 
Submission 
  Y N N/A  Posting approved Informed Consent 
 
 
Specific Responsibilities for Studies with an IDE  [ N/A ] 
Y N N/A  FDA IDE Approval 
Y N N/A  Labeling 
Y N N/A  Import and Export Requirements 
Y N N/A  Selecting Monitor(s) 
Y N N/A  Supervision of device use 
Y N N/A  Disposition of device upon completion of the clinical 
investigation 
Y N N/A  Recordkeeping and retention:  study records, regulatory 
records, specimen, other research materials 
Y N N/A  Reports:  Unanticipated Adverse Device Effects, Withdrawal 
of IRB Approval, Progress, Deviations, Final Report 
 
Other requirements:  
Y N N/A  Sponsor, Collaborator(s) 
Y N N/A  Other agreements (subaward, MOU, DUA, DTUA, etc) 
Y N N/A  International: research standards, privacy standards 
Y N N/A  Other:__________________________________________ 
HS Protocol #: 
Lead Researcher Name:                                                                 Date:         
Responsibilities are performed as required; or                           Responsibilities are not performed as required:   
                       Submit a Noncompliance Report 
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TOOLS FOR SUCCESS 
Project Management Standards Maintaining Your Skills And Knowledge Resources 
Joint Task Force for Clinical Trial Competency 
(framework) 
 UCI ICTS ACRP Training subscription (no cost) 
 Trial Complexity and Coordinator Capacity (The 
Development of a Complexity Tool) 
 GCP App download (no cost) 
 
CITI (login required, no cost) 
 Clinical Research Coordinator (CRC) training 
 GCP, SBE GCP 
 Regulatory Binder Tabs (download) 
 ICH GCP E6 R2 (download) 
 
CenterWatch 
 The CRC's Guide to Coordinating Clinical Research 
(3rd edition) 
 Regulatory Binder / SOPs templates 
 Resources 
 Characteristics of high performing clinical research 
sites 
 
Clinical Investigation Guidelines:  ICH GCP E6 R2 
 
Coding of data: 
 Generally good practice for studies with multi-sites; 
when data sharing; for accrual/tracking/reporting 
purposes; or, for statistician / statistical analyses 
purposes 
 
Complion (webinars, blogs, document management) 
 
Lean Six Sigma Training:  materials (no cost) 
 
MAGI (no cost) 
 Regulatory Binder forms templates 
 Resources (GCP Q&A database, 
Laws/Regulations/Guidelines database, Webinars, 
Clinical Research Glossary, Informed Consent 
Glossary, Journal) 
 
NIH Clinical Research Tool Kits (no cost) 
 NIDCR, NCCIH, NIA, ClinRegs 
 
Society for Clinical Data Management (SCDM) 
ACRP 
 UCI ICTS ACRP Training subscription (no cost) 
 Membership, Training, Events and Conferences, Earn and maintain your Credentials 
 Journal, Community and Networking  
 PI Competency Guidelines, Clinical Research Coordinator Competency Guidelines 
 
CITI (login required, no cost):  refresher courses, optional courses 
 
CenterWatch:  Weekly Newsletter (no cost) 
 
Forte Research:  Educational Clinical Research Resources (no cost: articles, ebooks, webinars, worksheets, 
etc) 
 
MAGI 
 Membership (no cost), Conferences (earn CEU) 
 GCP for Clinical Data Management 
 CRCP Credential 
 Resources (no cost: GCP Q&A database, Laws/Regulations/Guidelines database, Webinars, Clinical 
Research Glossary, Informed Consent Glossary, Journal) 
 
Metrics Champion Consortium:  tools, newsletters, papers, case studies, learning institute 
 
PRIM&R:  Biomedical Research and SBER 
 
SoCRA 
 Education, Membership 
 Events and Conferences (earn CEU) 
 Journal, Earn and maintain your Credential 
 
SRA International:  CTRA, journal, events, webinars  
 
Subscriptions (no cost) 
 UCI Library (login required):  Ethics & Human Research Journal (A Publication of The Hastings 
Center) 
 UCI Library (login required):  Journal of Empirical Research on Human Research Ethics (JERHRE) 
 FDLI (Programs, Resources, Webinars) 
 FDA News 
 The National Law Review:  Biotech, Food, Drug 
 
Society of Quality Assurance:  GCP training (events, conferences, education, webinars, resources, 
credentials) 
 
Thompson FDA (regulatory intelligence platform):  webinars, database (state laws, enforcements), library of 
manuals, guidance, forms, reports, judicial opinions, interactive tools 
ClinicalTrials.gov 
Requirements: 
Registration, Update, 
and Results Submission 
 
 
European Union 
General Data 
Protection Regulation 
(EU GDPR) 
 
 
International Data 
Protection Laws 
 
 
International Research 
Standards (pg3, below) 
 
 
Stepwise Method to 
Determine Device 
Regulatory Status  
 NIH NHGRI IDE 
and Genomics 
Research (pdf) 
 
 
UCI OIT  
 Policies 
 Data Classification 
(P4 level data that 
are collected, 
used, and stored, 
require an OIT risk 
assessment) 
 Research Services 
 Cloud Services   
 Protecting 
University Data    
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BACKGROUND 
Ethical Framework Research Standards California Laws 
Social Behavioral 
Educational Research 
(SBE) 
 
CITI training (login 
required): 
 Social Behavioral 
Educational 
Research 
 
NIH SBE Clinical Trial 
Protocol Template 
 
Biomedical Research 
 
2013 Standard Protocol 
Items Recommendations 
for Interventional Trials 
(SPIRIT) 
 Statement 
 Guidance 
 Checklist (word doc) 
 
CITI training (login 
required):   
 Biomedical 
Research 
 
CTTI:   
 Recommendations 
 Tools 
 
MRCT: 
 Ethical Framework  
 
NIH Clinical Trial Protocol 
Template 
2019 National Academy of Sciences 
 Reproducibility and Replicability in Science - 
Improve Transparency and Rigor in Science 
 
Standards 
 APA Human Research Protections 
standards 
 CITI training (login required): Responsible 
Conduct of Research 
 CITI training (login required, individual 
learner fee): Research Study Design course, 
and Essentials of Statistical Analysis course  
 FDA Clinical Investigator Training (REdi) 
 International Research: 
- OHRP 
- Transfer of Research (OHRP) (FDA) 
- CIOMS 
- UC Global Research (UC ECAS Policy) 
- UC Global Operations (UCGO) 
- ISBN 10:0-7637-3049-1 (Chapter 10) 
 Mandatory Reporters 
 National Academies Press:  Social and 
Behavioral Sciences, and Health and 
Medicine  
 Nature MasterClass (UCI login):  Scientific 
Writing and Publishing (online training) 
 OHRP:  Guidance Index, Investigator 
Responsibilities, and OHRP SBE Research 
Standards  
 PRIM&R:  Biomedical Research and SBER 
 UCI ICTS Education & Training (faculty, 
students, staff) 
 UCI Library (login required), free access to 
books, online materials, and interlibrary 
loans:  Biomedical and SBE research 
methods and standards, Qualitative 
research, etc 
Clinical Research:  
 15 California Code of Regulations 1454, 3369.5 
 17 California Code of Regulations 50403, 
50407, 50413 
 76 Op. Atty.Gen. 204, 9-15-93, regarding the 
California Business and Professional Code §650 
 California Health & Safety Code 1370.6, 11212-
11213, 11480, 11603, 24170, 24171, 24185, 
100238, 109920, 111515, 111540, 111548, 
111595, 121280, 121310,121315, 121320, 
123420, 124975,125290.35, 125290.55, 
125300, 125330 
 California Insurance Code 10145.2, 10145.4 
 California Penal Code 3502, 3502.5 
 PHS Act HR 1281 
Consent Age:  
 California Family Code 6920-6929, 7000, 7050, 
7110, 7120, 7130, 7140 
 California Probate Code 3901 
Drug Investigation Laws:  
 California Health & Safety Code 109325, 111515 
 California Welfare & Institutions Code 14105.44 
Duty to Warn: 
 Tarasoff:  17 Cal. 3d 425, 551 P.2d 334, 131 
Cal. Rptr. 14 (Cal. 1976) 
Gene Research:  
 California Civil Code 56.17 
Laws Governing IRBs:  
 17 California Code of Regulations 50401, 
50405, 50409, 50411, 50415 
 California Health & Safety Code 111540 
Legally Authorized Representative:  
 California Family Code 6910 
 California Health & Safety Code 1418.8, 7100, 
24175, 111530  
 California Probate Code 2354, 2355, 2356, 
4629, 4643, 4659, 4683, 4690, 4701, 4711, 
4714, 4720  
 Informed Consent:  
 15 California Administrative Code 4733 
 17 California Code of Regulations 50401, 50423, 
50425, 50429 
 California Civil Code 1798.24, 1798.3 
 California Educational Code 51513 
 California Health & Safety Code 111525,111530, 
24172, 24173, 24175, 24177.5, 24178 (A.B. 2328, 
signed Sept. 11, 2002, as Chap. 477) 
 California Penal Code 3501 (3502, no biomedical 
research shall be conducted on prisoners), 3521, 
3522, 11160, 11164  
 California Welfare and Institution Code 15600, 
15610, 15630, 15633 
 Moore: 51 Cal. 3d 120, 271 Cal. Rptr. 146, 793 
P.2d 479 (1990) 
Medical Records Privacy:  
 17 California Code of Regulations 50403, 50421 
 22 California Code of Regulations 72543, 73543, 
74211 
 California Civil Code 56.10, 56.11, 56.101, 56.102 
(A.B. 2191, signed Sept. 25, 2002, as Chap. 853)  
 2003 CA A.B. 715 
 California Health & Safety Code 102231, 123110, 
123148, 130311.5 (S.B. 1914, signed Sept. 11, 
2002, as Chap. 489) 
Privacy 
 AB 375 
 SB13 (California, 2005) 
STD Reporting:  
 17 California Code of Regulations 2500(a)(22); 
2500(b), (d), (h), (j); 2505, 2636 
 California Civil Code 56.31 
 California Family Code 6926 
 California Health & Safety Code 120130,120820, 
120917,120975, 120980, 120990,121015,121025, 
121075, 121080, 121105, 121110, 121120, 
121125 
 
